o e
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
ITpoaykr: LleTpuH® TabneTky, NOKPHITHIE INIEHOYHOI 060104K0MH, 10 Mr

Market / PbiHOK : Russia / Poccus

Batch No. / . B2501916 Batch Quantity / 955 KG /955 KT

Cepusi Ne Paszmep cepun

Analytical Repourt No./ . 2002FP25001611 Date of Analysis / 30-06-2025

AHaJInTHYecKHii oTdeT No Jara ananmnza

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTa npon3BOACTBA T'onen oo

Mfg. License No. / MA number: /

IMpowu3BoacTBEHHAs 1 63/RR/AP/96/F/R er: JIIT-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBKa M MakeThl yTBepxaenbl: 17.02.2025

No Test / [ToxkazaTeynb

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanune

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyriisle NBOSKOBBIIMYKIIbIE TaOJETKH,
NOKpBIThIE  TUIEHOYHOH  000704K0H
Oenmoro 1BeTa, C PHUCKOM Ha OJHOM
cropore. Ha momepewynoM paspese —
ampo Oenoro 1BeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakliné on one
side. White to off-white core on cross section.
/ Kpyrisie [OBOSAKOBBIIYKJIbIE TabJETKH,
MOKPBITEIE TUICHOYHOM 000J109Kkoii 6enoro
WM TIOUTH O€JIOro 1BETA, C PUCKOH Ha OAHOM
cropoHe. Ha momepeuHoM paspe3e sIpo OT
6enoro 10 o9ty OENOro UBETA.

2 Identification /
NaenTndrnkauns

HPLC / BOXX

The retention time of the main peak in the]
chromatogram of test salution comply]
with the retention time of the main peak
in the chromatogram of Cetirizine|
Hydrochloride reference
solution. /

CTaHIApPTHOTO  pacTBOpa
rUAPOXJIOpHAA.

LEeTHPW3HHA

standardireference standard solution (section "Assay").

BpeMs yaep)KHMBaHUA OCHOBHOTO NHKA HAXPOMAaTOIrpaMMe
XPOMaTOrpaMMe KCTIBITYEMOI0 pacTBOPaANOIDKHO

COOTBETCTBYET BPEMEHH YIepiKHBaHHAYAEPKHUBAHHA
OCHOBHOTO IHKa HAa XpOMAaTOrpaMMEXpOMaTtorpamMMme

The retention time of the main peak in the
chromatngram of test sohition shonld comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride

IBpeMst yZmepKMBaHUS OCHOBHOTO IMKa Ha
HCIBITYEMOTO  pacTBOpA
COOTBETCTBOBATH BpEMEHH
OCHOBHOTO IKa Ha
CTaHJapTHOTO  PAacTBOpa
ECTAPA3ZHHA THApOXJIOpHIA (pazmen
«KOoNH4eCTBEHHOE OIIPEHEICHHEN).

Remarks: The Product confirms to ND/
Ipumeyauue: [Iponykt cooTBeTcTBYET TpeboBanyaM HJT

Conclusion: APPROVED /
Zaknwuenue: OJOBPEHO

Prepared by / TloarorosneHo:
D. Latha - Quality control- Team

Member { g

Checked by / ITpoeepeHo:
A.Susmitha - Quality control- Team

Member 3

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykopoaurens

V. Prashanth - Qualjty Assurance- Team
Member “\Mp

Print Date /JJata: 30-06-2025

Print Date /ITata: 30-06-2025

Print Date /data: 30-06-2025
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LetpuH® TabneTkH, HOKPHITHIE TUICHOYHOM 060J1049K0ii, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2501916 Batch Quantity / 955 KG /955 KT

Cepns Ne Paszmep cepun

Analytical Repovrt No. / . 2002FP25001611 Date of Analysis / 30-06-2025

AHaJIHTHYECKHUI oTueT No JlaTa anannsa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTa npouzBoacTBa Tomen no

Mfg. License No. / MA ber: /

HpouseoacTeennas : 63/RR/AP/96/F/R numoer: JIIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Anaymm3 npoBeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka n MakeThbl yrBepxaeHbl: 17.02.2025

Ne Test / IToxa3arens

Result / Pe3yabTaTsl

Specification / Hopma

UV- spectrophotometry /
Y@- cnekrpodoToMeTpus

Complies / CooTBeTCTBYET

"|Cetirizine Hydrochloride reference standard

The UV-spectrum of the test solution and the|

solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm. / Y ®-crneKTpsl MOTIOMEHUs HCIIBITYEMOTO
pacTBOpa W CTaHZAapTHOTO  pacTBOpa
LIETHPU3MHA THAPOXIIopHAa B obmacTh oT 200
mo 400 HM HOMDKHBI KMETh MAaKCHUMYME]
MOTNOIIEHUS TIPU ONHOM W TOM Ke IHHE
BOJIHBI C JOMYCTHMBIM OTKIIOHEHHEM + 2 HM.

Water content /
CoaepxaHue Boabl

3.5%/3,5%

Not more than 8.0% /
He 6omnee 8,0 %

Uniformity of dosage units /
OaHOPOAHOCTD A03MPOBAHHBIX
€ THHHIY

35735

Acceptance value (AV) should be not more
than 15.0 / Tloka3zarens npueMieMoctu (AV)
\HoJpKeH ObITE He Oonee 15,0.

Dissolution / PacTBopenue

99%, 99%, 102%, 100%, 104%, 98%.

Not less than 80% (Q) of the labeled amount
of C21H>sCIN»O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMUHAJIEHOTO COACPIKAHUIL
C21H25CIN2O;5-2HCI (uetupusnza

imuruapoxJiopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeyanue: JIpooyKT COOTBETCTBYET

TpeboBanmimM HJ{

Conclusion: APPROVED /
3akmwoyenne: OJIOBPEHO

Prepared by / Ilogrorosneno:
D. Latha - Quality control- Team

Member KA&D’J

Checked by / IlpoepeHo:
A.Susmitha - Quality control- Team

Member @

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
V. Prashanth - Qu?jty Assurance- Team

Member LM

Print Date /JJata: 30-06-2025

Print Date /arta: 30-06-2025

Print Date /Jlata: 30-06-2025




Dr. Re'ddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Iponykrt: LleTpuH® TabNETKH, NOKPBITHIE TIEHOYHOH 06070uKkoi, 10 Mr

Market / PeiHoK : Russia / Poceus

Batch No. / . B2501916 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pa3mep cepun

Analytical Repovrt No./ . 2002FP25001611 Date of Analysis / 30-06-2025

AHaJUTHYECKHI oT4yeT No JlaTa aHaaM3a

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JaTa npoH3BOACTBA T"onen o

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : 63/RR/AP/96/F/R : JIII-Ne(005456)-(PT-RU)
Howmep PY

JuueH3nsa Ne

Analysis performed according ND: / Auanus npoeeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa H MaKeThl YTBepxkaeHbI: 17.02.2025

No Test / [lokasaTenn Result / PesynbTathl Specification / Hopma
6 Impurities / Ilpumecu
Not detected / He o6napyxeHa
Impurity A /
ITpumech A Below LOQ (LOQ = 0.010%) / Hmwxe  [Not more than 0.2 % / He 6onee 0,2 %
Impurity B / npenea KOMAYECTBEHHOTO OIpeNeNIeHUs
ITpumecs B (ITKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C /
ITpumece C Below LOD (LOD = 0.006%) / Hiwke  [Not more than 0.2 % / He 6onee 0,2 %
Impurity D / npenena o6HapyxeHus (I10 = 0,006%)
IMpumecs D Not more than 0.2 % / He 6oitee 0,2 %
Impurity E / Not detected / He oOnapy»xeHa
[Ipumecs E Not more than 0.2 % / ne 6onee 0,2 %
Impurity F / 0.03% / 0,03%
[Ipumecs F Not more than 0.2 % / ve 601ee 0,2 %
' Below LOD (LOD = 0.015%) / Huxe
Any individual unidentified npenena o6Hapyxenus (I10 = 0,015%)
impurity / JIro6as equHAYHAsA Not more than 0.2 % /
HEUACHTU(OUIMPOBAaHHAs IPUMECH He 6onee 0,2 %
0.08% / 0,08%
Total impurities / 0.2%/0,2% Not more than 2.0% /
CymMMa npumeceit He 6onee 2,0%
7 Assay / KoaudecTBeHHOe Not less than 9.0 mg and not more than
onpeaeleHne 11.0 mg C21H25CIN203-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
9'999?0“},}7’) ﬁ g;gc;:r and 110,0 % of label claim). / Ot 9,0 Mr 10

11,0 mMr C2(H25CIN,O3-2HCI (uetnpusuna
nuruapoxiopun) B Tabnetke (o1 90,0 % mo

110,0 % OT HOMHHAITEHOTO CONEPIKAHUA).

Remarks: The Product confirms to ND/
INpumeuanne: [Npoaykr coorsercrByet Tpebosannam HJT

Conclusion: APPROVED /
Zakarouyenune: OJOBPEHO

Prepared by / ITonrotosneso:
D. Latha - Quality control- Team
Member

ey

Checked by / TTposepeHo:
A.Susmitha - Quality control- Team

Member @/

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurenb

V. Prashanth - Quality Assurance- Team
Member

Print Date /[Jarta: 30-06-2025

Print Date /Jlata: 30-06-2025

Print Date /Jata: 30-06-2025
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- Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDPHNKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
IpoaykT: LletpnH® TabneTky, NOKPHITHIE IUIEHOYHOH 00010YKOH, 10 Mr
Market / Poinok : Russia / Poccus
Batch o / : B2501916 Batch Quantity / 955 KG /955 KT
Cepus No Pa3zmep cepun
Analytical RepO“rt No. / . 2002FP25001611 Date of Analysis / 30-06-2025
AHAJIUTHYECKHUIT 0T4eT No Jara ananusa
Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028
JdaTa npon3BoJcTBa T'onen no
Mfg. License No. / MA number: /
IIponseoacTBeHHAs : 63/RR/AP/96/F/R au ) JITI-Ne(005456)-(PT"-RU)
Howmep PY
JireH3nst Ne
Analysis performed according ND: / Auanus nposeaen no HJ: JITT-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / Mapkuposka 1 MakeThl YTBep:/IeHbI: 17.02.2025

[ Ne Test / Ilokazarenn Result / PesyabTaThl Specification / Hopma
8 Subdivision of tablets / Complies / CooTBeTCTBYET The tablets comply with the test, if not more
Jlenenue TabeToK ' than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
. TabNeTKy COOTBETCTBYIOT TPEOOBAHUAM, ECIIH
He Goniee 1 eqMHIYIHA Macca OTKJIOHAETCA 33
npenensl §5%-115% oT cpenneit Macchl.
TabneTku He COOTBETCTBYIOT TpeOOBaHMAM,
ecnu Goyee ueM | HHIMBHANyaNbHAs Macca
OTKJIOHAETCS OT 3TUX MPEIENoB WIH, eclH 1
HMHAMBUIYyaJIbHAs Macca OTIIOHAETCH 3a
npeneins! 75%-125% oT cpenHen Macchl.
9 Microbiological purity* /
MukpoGuoioruieckas
qucTora*
a) Total aerobic microbial count / Not Applicable INot more than 1000 CFU/g /
‘O6mee YUucao ad3pOOHBIX He 6onee 1000 KOE/r
MHKPOOPTaHH3MOB
Not Applicable
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / Obmee qyucio He 6omee 100 KOE/r
IPOJOKEBBIX M IUIECHEBBIX IpUbOB
Not Applicable
c) E. coli Shall be absent in 1g / OtcyrcTBHE B 1T
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeyanue: [TpogykT cooTBeTcTBYET TpeboanusM HJI 3axmoyenne: OJOBPEHO
Prepared by / IlonrotosieHo: Checked by / ITposepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team

Member ;!.

A.Susmitha - Quality control- Team

Member @

Onobpeno: Menemxkep / Pykosoaurens

V. Prashanth - Qualjty Assurance- Team
Member ) w

Print Date /ara: 30-06-2025

Print Date /JTara: 30-06-2025

Print Date /[JaTa: 30-06-2025
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Dr. Reddy’s ‘3. CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Tpoayxr: Lletpun® TabnetkH, MOKpbIThie IeHO4YHOH o60n0ukoi, 10 Mr
Market / PeiHOK : Russia / Poccus
D ateh Noa/ : B2501916 Batch Quantity / . 955KG /955 KT
Cepusa Ne Pasmep cepuu
Analytical Repovrt No./ . 2002FP25001611 Date of Analysis / . 30-06-2025
AHANUTHYECKHH oTueT Ne Jata ananusa
Date of Manufacture / . 10-06-2025 Date of Expiry / . 31-05-2028
JlaTa npou3BoJACTBA T'onen oo
Mfg. License No. / MA number: /
TIpoM3BOACTBEHHAs : 63/RR/AP/96/F/R umoer: JIT-Ne(005456)-(PT-RU)
Homep PY
JHueH3us Ne
Analysis performed according ND: / Anasnus npogenes no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThl yrBepzkaeHsl: 17.02.2025

Ne Test / [Tokasareab Result / PesynbTaThl Specification / Hopma

10 Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
’ blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok 8 {a carton. /

[BX/TTJIBX//amomunnesoM 6nucrepe. |[Io 10 TabneTok B

[To 2 6mucTepa BMECTE C JIMCTKOM- [IBX/IIABX//amomuaneBoM Gnuctepe. Ilo 2
BKJIAZbIIIEM yIAKOBAHBI B TAYKy win 3 OIrcTepa BMECTE C IMCTKOM-
KapTOHHYIO. BKJIA/(BIIIEM YIIAKOBAHBI B IAYKY KAPTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / [IpoBOAMTCS MPOM3BOAUTEIIEM TIPH BHITYCKE NEPHOAMYECKHU: UIsi Kaxpoi 20-oi cepun
v He MeHee 1 pasa B rox. [Tokasatens MOXeT OBITh He BKIIO4eH B CepTHOUKAT aHAM3a QUPMEL.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: ITpoaykT cooTBETCTBYET TpeboranmaM HII 3akmwodyenne: OJJOBPEHO

Prepared by / IlonrotosieHo: Checked by / IlposepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Ono6peno: Menemxkep / PykoBoaureis

Member Member @/ V. Prashanth - Quality Assurance- Team
K.g’?’;. Member !.Nﬁ@

Print Date /Jara: 30-06-2025 Print Date /Jlata: 30-06-2025 Print Date /JTata: 30-06-2025




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":‘.

CEPTUOUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykt: UeTpuu® TabeTKH, HOKPHITEIE INIEHOYHOH 0001104 KO0#, 10 Mr
Market / PblHOK : Russia / Poccus
Batch No. / . B2501916 Batch Quantity / 955 KG / 955 KI
Cepusi Ne Paszmep cepun
Analytical Repovrt No. / - 2002FP25001611 Date of Analysis / 30-06-2025
Axanutuyeckuii oTuet No Jara ananusa
Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028
JlaTa npoM3BOACTBA T'onen oo
Mfg. License No. / MA number: /
IIpousBoACTBEHHAS : 63/RR/AP/96/F/R u : JITI-Ne(005456)-(PT-RU)
Homep PY
JuueHsus Ne ]
Analysis performed according ND: / Anann3 nposenex no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MakeThl yTBepaaeHbl: 17.02.2025

Cetirizine dihydrochloride / lleTupH3uBa JUrHAPOXJIOPHT
Cetirizine / IleTpu3ux
BT00-25007, BT00-25008

API name / HanmenoBauune ADC:
INN / MHH:

API manufacturer batch number /
Howmep cepun npouspoautens ADC:

FP Manufacturer API Batch number /
Homep cepuu cyGcTtanuuu npouspogurtens I'JID:

FBSA00063, FBSA00064

API Manufactured by & country /
IlpousBoanTens ADC, cTtpana:

Glochem Industries Private Limited, India /
T'noxem Munactpuec Ipaiisut Jlamuten, Muanus

Name, address, authorization No for EP manufacturing
site / Control site / Release site /

HaumeHoBaHue, aapec, JIHIEHINUS 151
IIponspoacTerenHan miuowmanka / Ilnomagka KoATpo/A

Formulation Tech Ops —II, Survey No. 42i), 43, 44p, 45p, 46p,
53, 54&383, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist 500090, Telangana State, India (license No

63/RR/AP/96/F/R). / TIponspoacTBeHHOE Noapasaenenue-1I,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bwunamk, Bauynanm Mannain, Mexuan ManakaOkrupu
Juctpukt — 500090, wrar Tenanrada, Mianua (JInuensus Ne
63/RR/AP/96/F/R).

kavectBa / [Inomaaka Boinycka

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (GMP/EAEU/RU/00573-2022) and requirements to the medicinal quality and with
the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKI0YeHHe 0 COOTBETCTBHH: «HacTosmuM 51 NOATBEpPXkKJAt0, YTO MPHREACHHAS BhIlle HHPOPMAMA ABIAETCA JOCTOBEPHOU H
TOYHOH. DTa cepus NMPOXYKIMU TPOU3BEAEHA (BKIIOYAs yNakoBKy (MapKMpOBKY) M KOHTpPOJb KauecTBa) Ha BhIIIEYKa3aHHON
[IPOU3BOACTBEHHOMN MIOMANKE (IUIOWAAKAX) B MOTHOM COOTBETCTBMHM ¢ TpcGosanmnmu Tpasul HauIeKaLICH NPOHIBOACTDENIIOH
NpakTUKA EBpa3suiicCkoro 3KoHoMHueckoro coro3a (GMP/EAEU/RU/00573-2022) u TpeGOBaHHMAMH KOHTPOJIA KaiecTa
JIEKAPCTBEHHEIX CPECTB, a TAkKe B COOTBETCTBHU CO CHELM(PMKAUMAMH, CONEPXKALIUMUCSA B PETUCTPAalMOHHOM NOCHE CTPAHbI-
¥MIIOpTepa. 3aMKicH MO MPOU3BOJCTBY, YIIAKOBKE M aHAIM3Y [POBEPEHbI, H YCTAHOBIEHO HX COOTBETCTBHE TpeGoBaHUAM Ilpasn
Hajyexanieil Mpou3BOACTBEHHOM NPakTHKH EBpa3uiickoro 3KOHOMHYECKOTO CO03a%.

Conclusion: APPROVED /
Zaxnwuenue: OJOBPEHO

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaureb
V. Prashanth - Quality Assurance- Team
Member

Remarks: The Product confirms to ND/

IMpumeuanue: IIpoayKT cOOTBETCTRYET TpebosanusaM HJT

Prepared by / IToarotoneHo: Checked by / IIpoBepeHo:

D. Latha - Quality control- Team A.Susmitha - Quality control- Team

Member k&iﬂ-— Member @‘7/

Print Date /{ata: 30-06-2025 Print Date /JJata; 30-06-2025

Print Date /JTata: 30-06-2025




